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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co so cong bé: CONG TY TNHH MOT THANH VIEN THUONG MAI DICH VU DU
LICH MAY VANG o
2. bia chi: 1036/ 101 Cach Mang Thang Tam, Phuong 04, Quan Tan Binh, Thanh phd H6 Chi

Minh

3. S6 van ban dé nghi ctia co so: 01/2020/MAYVANG Ngay: 27/04/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: MIENG BANG DAN MAT ORTOPAD, ORTOLUX, ORTOLUX AIR
Chung loai/mé san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan ap dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu s¢ hiru: TRUSETAL VERBANDSTOFFWERK GMBH

Dia chi chu s¢ hiru: Konrad-Zuse-Str. 15, 33758 Schloss Holte-Stukenbrock, Germany

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hiéu luc tai thoi diém ndp ho so,

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Gidy ching nhan hop chuén hodc Ban tiéu chuan ma chu s¢ hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& s dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy chimg nhan luu hanh ty do con hiu lyc tai thoi diém ndp ho so doi voi trang thiet
bi y t€ nhap khau hodc Phiéu ti€ép nhan ho so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT san xuat trong nudce




1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chung nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

4 | Gidy 4y quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau sé 1 Phu Iyc 8

7 | Gidy ching nhan hop chuén hodc Ban tiéu chuan ma chu s¢ hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tai liéu hudng dan sir dung cua trang thiét bi y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S Y té, Thanh
ph6 Ho Chi Minh

Ngay ky: 04-05-2020
14:28:47 +07:00

Pham Thi Thanh Huyén




CONG TY TNHH MTV
TM - DV - DL MAY VANG

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc 1ap - Ty do - Hanh phic

BANG KE CHI TIET TRANG THIET BI Y TE

-
QA2 .
ox )/ TRACHNHIEM K
MOT THANH

. . - L . . . | P1IA CHRH VA
TEN TRANG | PON QUY CACH TEN CO SO SAN TEN CO SO CHU SO | TEN CO o (}%
STT| THIETBIY | VI |CHUNG LOAISAN PHAM| PONG GOI | XUAT/ HANG, NUGC | HUU/HANG,NUOC | SGBAO wi0
TE TINH (NEU CO) SAN XUAT CHU SO HUU HANH =
, . TRUSETAL
Miéng Ba ) 5 ié TRASANTA Khéng c6, do TTBYT
| Mstine | nop forromp witrenvar |40 St (RERRERTIY ey |veRmaNDSTorrwRi | SIS LT
DSt s GMBH, GERMANY =
, , TRUSETAL
Miéng Bing ) 3 iéng |PI SANTA Khong ¢6, do TTBYT
2 | ganmic | HOP [ORTOPAD BEIGE D S ol ARMA S p A, [TALy |VERBANDSTOFFWERK | “lECR L
S P2 GMBH, GERMANY g
, , TRUSETAL
Miéng Ba . 3 ié r Khéng co, do TTBYT
| Mo | on omomprnenck [ ey ermaosrorves | <2
SRR P-4 GMBH, GERMANY HAE
. , TRUSETAL
Miéng Ba ) 5 ié T hong ¢6, do TTBYT
o | Mt | wop Jomrorapmovs | SRR e [VERsaDsTorweR | SIS G
g P GMBH, GERMANY S
, ) TRUSETAL
Miéng B ) & ié N Khong ¢, do TTBYT
s | it | o omomoans | e eraapsorruees | 4T
ang dafl ma Lk GMBH, GERMANY =5
x : TRUSETAL
Miéng Bing ] Hop 50 miéng [PIETRASANTA Khong o, do TTBYT
. R D i . 2
. dan mat HIOE, CRTOEEDECFERONS bing dan mat |PHARMA S.p. A, ITALY e e chi str dung 1 lan

GMBH, GERMANY

Trang 1/2



TRUSETAL

Miéng B3 ] 5 iéng [PIETRASAN Khong c6, do TTBYT
;e;gm;ng Hor {ORIORDEEFT GIRLS Is;p Sc(i)amler‘}% ;)HARMSAS Ti ITALY | ERBANDSTOFFWERK CZ?ZfrOéuf 1A
n n ma DL <
& L GMBH, GERMANY 118 e
" , TRUSETAL nvuly
Miéng Bang i ; ié RASANT Khong c6, do TTB
ginmit | HOP [ORTOLUX o (raLy [VERBANDSTOFWERK | K497 <& o T PHS
an n ma D 1 u )
g By GMBH, GERMANY e ,,o/
: , TRUSETAL
Miéng Bang < . Hop 20 miéng [PIETRASANTA Khong co, do TTBYT
, HOP |ORTOLUX A ; : VERB TOFFWERK :
dan mét ; o tiing it |PEOARNIA Soph, TRALY | DANDETO chi sir dung 1 lan

GMBH, GERMANY

Thanh phé H6 Chi Minh, ngay 27 thang 04 nam 2020

Dai dién hop phap

Cong ty Trach nhiém hiru han mdt thanh vién
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